United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nihil Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



I0/M5.704 



FILING DATE 



OK/20/200.1 



FIRST NAMED INVENTOR 



28075 7590 09/18/2008 

CROMPTON, SEAGER & TUFTE, LLC 
1221 NICOLLET AVENUE 
SUITE 800 

MINNEAPOLIS, MN 55403-2420 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



KOHARSKI, CHRISTOPHER 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/645,764 


Applicant(s) 

ZHOU, PU 


Examiner 

CHRISTOPHER D. KOHARSKI 


Art Unit 

3763 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 
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6) |EI Claim(s) 10,12,27-30,32 and 33 is/are rejected. 
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DETAILED ACTION 

Response to Amendment 

Examiner acknowledges the reply filed 5/21/2008 in which claims 10 and 27-30 
were amended. Currently claims 10, 12, 27-30 and 32-33 are pending for examination 
in this application. Examiner also acknowledges the amendments to the specification 
and the new drawings also filed 5/21/2008. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 10, 12, and 27-30, 32-33 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Schoenholtz (USPN6,203,534) in view of Cohen (USPN5,330,521) 
(or Klint (US2002/0074501). 

Regarding claims 10, 12, and 27-30, 32-33, Schoenholtz discloses a catheter 
(12) with a braided reinforcing layer (24) that is made from two or more continuous 
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wires woven together made up of stainless steel (col 4, In 10-35) (Figures 1-3) with a 
protective overcoat (42, 22) over this woven wire reinforcement. Schoenholtz meets the 
claim limitations as described above except for the distal and proximal braided section 
having a decreasing cross sectional area. 

However, Cohen teaches an electrical lead including a wire core having a cross- 
sectional area, which differs over its length. 

Regarding claims 10, 12, and 27-30, 32-33, Cohen teaches (Figure 4) an 
implantable tubular device that uses a wire-reinforcement coil (42) with a diameter that 
decreases an incremental step-wise transition along its length (dl_, dS) along with 
various production methods (Figure 4, col 8, In 60-70, col 9, In 1-43). 

At the time of the invention, it would have been obvious to add the reinforcement 
member teachings of Klint to the system of Schoenholtz because as taught in Klint the 
reduction of the core diameter of the reinforcement member allows for larger transverse 
flexibility and higher tip softness without comprising torque stability. The references are 
analogous in the art and with the instant invention; therefore, a combination is proper. 
Therefore, one skilled in the art would have combined the teachings in the references in 
light of the disclosure of Cohen (cols 1 -2). 

Additionally, Klint teaches a guidewire with lengthwise diameter variability. 

Regarding claims 10, 12, and 27-30, 32-33, Klint teaches (Figure 2) a tubular 
device that consists of a wire-reinforcement coil (7,8,9) comprising 2-8 helical wound 
wires with a diameter that decreases in an incremental step-wise along its length (15, 
13, 11). 
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At the time of the invention, it would have been obvious to add the reinforcement 
member teachings of Cohen to the system of Schoenholtz because as taught in Cohen 
the reduction of the core diameter of the reinforcement member allows for tip flexibility 
and tracking within a patient without overly compromising the tip strength. The 
references are analogous in the art and with the instant invention; therefore, a 
combination is proper. Therefore, one skilled in the art would have combined the 
teachings in the references in light of the disclosure of Klint ([0001-0022]). 

The modified Schoenholtz meets the claim limitations as described above except 
for the specific 1 .5 mm to 1 .0 mm diameter sizes. 

Regarding claims 10, 12, and 27-30, 32-33, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to construct the braid 
diameters as claimed by Applicant since Cohen that other varied diameters depending 
on the particular application may be employed (col 9, In 10-25) and Klint discloses 
several varied diameters depending on the application of the medical device, and since 
it has been held that discovering an optimum value of a result effective variable involves 
only routine skill in the art. In re Boesch, 617 F. 2d 272, 205 USPQ 215 (CCPA 1980). 
Response to Arguments 

Applicant's arguments filed 05/21/2008 have been fully considered but they are 
not persuasive. Applicant's Representative asserts that the combination of the 
Schoenholtz and Cohen reference do not teach and teaches away from a step-wise 
transition from a first diameter to a second diameter. 
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Examiner has fully considered applicant's arguments but they are not persuasive. 
It is examiners position that given a careful reading, the claims do not distinguish over 
the prior art of record. 

Examiner asserts that the definition of a "step-wise" transition is not described or 
depicted in Applicant's disclosure, thus the broadest reasonable definition is applied. 
Examiner considers the changes in the diameters of each of the references (Cohen, 
Klint) as an incremental step-wise change between the tapered wire cores and thus 
meets the claim limitations. The prior art of record teaches all elements as claimed and 
these elements satisfy all structural, functional, operational, and spatial limitations 
currently in the claims. Therefore the standing rejections are proper and maintained. 
Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on 5:30am to 2:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Date: 9/15/2008 

/Christopher D Koharski/ 
Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



